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DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 37 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 37 recites the limitation "a portion of the flexible 
polymer envelope" in the last two lines. There is insufficient antecedent basis for this 
limitation in the claim as this claim recites that the envelope is a biocompatible fabric 
envelope, not a flexible polymer envelope. 

Ciaim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 20, 22, 23, 25-29, 31-34, and 38 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Jahng (US 2005/0065516 A1) in view of Baumgartner et al. 
(EP 0 669 109 A1) and Songer (US 2003/0105459 Al). Regarding claim 20, Jahng 
discloses a connecting element for a spinal fixing system that connects at least two 
implantable connection assemblies comprising: a cable (32) comprising at least one 
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elastic strand (para. 0080) at least partly surrounded by and coaxial with a flexible 
envelope (5; para. 0074) to form a flexible part (8) of the connecting element; and a rigid 
part (9) having a cavity (see Fig. 7; paras. 0076 and 0078) that at least partly receives 
the cable such that the cavity receives a portion of the flexible envelope (Figs. 2, 7, and 
9). Regarding claim 22, Jahng discloses that the cavity is a through cavity or a blind 
cavity (see Fig. 7; it would be considered a blind cavity). Regarding claim 23, Jahng 
discloses that the cavity is configured to cooperate with the cable (Fig. 7). Regarding 
claim 25, Jahng discloses that the flexible part (8) is fixed to the rigid part (9) by 
adhesive bonding, crimping, or welding (para. 0076). Regarding claim 31, Jahng 
discloses that the cable (32) comprises strands (para. 0080) and that the strands are 
made of titanium or stainless steel or titanium-nickel alloy (Fig. 9; para. 0080). 
Regarding claim 33, Jahng discloses that the cable (32) comprises a central strand 
formed from an alloy of nickel-titanium, titanium, stainless steel or polymer (Fig. 9; para. 
0080). Regarding claim 38, Jahng discloses a spinal fixing system comprising at least 
two implantable connection assemblies (2) connected by at least one connecting 
element according to claim 20 (Fig. 1). Jahng fails to disclose that the flexible envelope 
is a polymer envelope (claim 20), that the cavity has a tapered portion with a widened 
zone proximal to an end receiving the cable and a narrow zone distal to the end 
receiving the cable such that the tapered portion receives the portion of the flexible 
envelope (claim 20), that the cable comprises at least one layer of at least six strands 
distributed around a central strand (claim 26), that the cable comprises two layers of 
strands, the first layer surrounding a central strand and comprising six strands, the 
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second layer surrounding tine first layer and comprising twelve strands (claim 27), that 
the strands constituting the layer or layers comprises strands twisted around the central 
strand (claim 28), that the strands of the layer or layers are formed from a material 
different from that of a central strand (claim 29), that the cable comprises a tubular 
central strand (claim 32), and that the central strand is made from PEEK or 
polyurethane (claim 34). However, Jahng states that the number of strands and the 
material of the strands can be varied to provide a desired rigidity and flexibility in 
accordance with a patient's particular needs (para. 0080). Jahng teaches an alternate 
embodiment wherein the cable (34) is a central strand made from PEEK or 
polyurethane (para. 0081). Baumgartner et al. teach a connecting element (1 , 10) 
comprising a flexible part (1) comprising a cable (see cross-section 1 1 for the cable) at 
least partly surrounded by a polymer envelope (col. 3, line 50 through col. 4, line 9 state 
that the envelope can be a polymer) (Fig. 6). The cable of Baumgartner et al. 
comprises two successive layers of strands disposed around a tubular central strand, 
the first layer of strands surrounding the central strand comprising 6 strands, the second 
layer of strands surrounding the first layer comprising 1 2 strands (see cross-section 1 1 ) 
(Fig. 6). The strands constituting the layer or layers comprise strands twisted around 
the central strand (col. 5, lines 46-58 state that the strands can be braided). Songer 
teaches an element having a rigid part (28) and a flexible part comprising a flexible 
cable (22) wherein the rigid part has a cavity (48) having a tapered portion (56) (Fig. 
10). The tapered (56) cavity (48) has a widened zone proximal to the end from which 
the cable (22) extends and a narrowed zone distal to the end from which the cable 
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extends (Fig. 10). The taper (56) minimizes discrete stress points on the flexible cable 
(22) (para. 0027). It would have been obvious to one having ordinary skill in the art at 
the time the invention was for the flexible envelope of Jahng to be a polymer envelope 
(claim 20), as suggested by Baumgartner et al., since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 41 6. 
It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the rigid part of Jahng such that the cavity has a tapered portion 
with a widened zone proximal to the end from which the cable extends (the end 
receiving the cable) and a narrowed zone distal to that end (claim 20), as suggested by 
Songer, as such a tapered cavity minimizes discrete stress points on a flexible cable. It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made for the cable to comprise at least one layer of at least six strands distributed 
around a central strand (claim 26), and for the cable to comprise two layers of strands, 
the first layer surrounding a central strand and comprising six strands, the second layer 
surrounding the first layer and comprising twelve strands (claim 27), as suggested by 
Baumgartner et al., since it has been held that discovering an optimum value of a result 
effective variable involves only routine skill in the art. In re Boesch, 61 7 F.2d 272, 205 
USPQ 215 (CCPA 1980). Furthermore, such would be obvious because, as stated by 
Jahng, the number of strands can be varied to provide a desired rigidity and flexibility in 
accordance with a patient's particular needs (para. 0080). It would have been obvious 
to one of ordinary skill in the art at the time the invention was made for the strands 
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constituting tine layer or layers to be twisted around the central strand (claim 28), as 
suggested by Baumgartner et al., as doing so would provide stability and strength to the 
cable. It would have been obvious to one having ordinary skill in the art at the time the 
invention was for the strands of the layer or layers to be formed from a material different 
from that of a central strand (claim 29), since it has been held to be within the general 
skill of a worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 41 6. It 
would have been an obvious matter of design choice to one skilled in the art at the time 
the invention was made to construct the central strand such that it is tubular (claim 32), 
as suggested by Baumgartner et al., since Applicant has not disclosed that such solves 
any stated problem or is anything more than one of numerous shapes or configurations 
a person of ordinary skill in the art would find obvious for the purpose of providing a 
central strand for a cable. In re Dailey and Filers, 1 49 USPQ 47 (1 966). It would have 
been obvious to one having ordinary skill in the art at the time the invention was central 
strand to be made from PEEK or polyurethane (claim 34), since it has been held to be 
within the general skill of a worker in the art to select a known material on the basis of 
its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ 416. 

Claim 30 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jahng 
(US 2005/0065516 Al) in view of Baumgartner et al. (EP 0 669 109 Al) and Songer 
(US 2003/0105459 Al) as applied to claims 26 and 27 above, and further in view of 
Mazel (US 5,704,936 A). Jahng, Baumgartner et al., and Songer teach the claimed 



Application/Control Number: 10/590,595 Page 7 

Art Unit: 3733 

invention except that a central strand Inas a diameter different from tliat of strands of tlie 
layer or layers. Mazel teaches a rod (87) comprising strands (88) wherein a central 
strand has a diameter different from that of the strands surrounding it (Figs. 27 and 28). 
It would have been an obvious matter of design choice for a central strand to have a 
diameter different from that of strands of the layer or layers, as suggested by Mazel, 
since such a modification would have involved a mere change in the size of a 
component. A change in size is generally recognized as being within the level of 
ordinary skill in the art. In re Rose, 105 USPQ 237 (CCPA 1955). 

Claim 35 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jahng 
(US 2005/006551 6 A1 ) in view of Baumgartner et al. (EP 0 669 1 09 A1 ) and Songer 
(US 2003/0105459 Al) as applied to claim 20 above, and further in view of Freudiger 
(US 2003/0220642 Al). Jahng, Baumgartner et al., and Songer teach the claimed 
invention except that the envelope is made from polyurethane. Freudiger teaches a 
flexible rod wherein the rod is made of polyurethane (para. 0013). It would have been 
obvious to one having ordinary skill in the art at the time the invention was for the 
envelope to be made from polyurethane, as suggested by Freudiger, since it has been 
held to be within the general skill of a worker in the art to select a known material on the 
basis of its suitability for the intended use as a matter of obvious design choice. In re 
Leshin, 125 USPQ 416. 

Claim 36 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jahng 
(US 2005/0065516 Al) in view of Baumgartner et al. (EP 0 669 109 Al) and Songer 
(US 2003/0105459 Al) as applied to claim 20 above, and further in view of Sherman et 
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al. (US 2005/0085814 A1). Jahng, Baumgartner et al., and Songer teach the claimed 
invention except that the envelope is made from PEEK. Sherman et al. teach a flexible 
rod wherein the rod is made of PEEK (para. 0031 ). It would have been obvious to one 
having ordinary skill in the art at the time the invention was for the envelope to be made 
from PEEK, as suggested by Sherman et al., since it has been held to be within the 
general skill of a worker in the art to select a known material on the basis of its suitability 
for the intended use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 41 6. 

Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jahng 
(US 2005/0065516 Al) in view of Songer (US 2003/0105459 A1) and Trieu et al. (US 
2002/01 20270 Al ). Jahng discloses a connecting element for a spinal fixing system 
that connects at least two implantable connection assemblies comprising: a cable (32) 
comprising at least one elastic strand (para. 0080) at least partly surrounded by and 
coaxial with a flexible envelope (5; para. 0074) to form a flexible part (8) of the 
connecting element; and a rigid part (9) having a cavity (see Fig. 7; paras. 0076 and 
0078) that at least partly receives the cable such that the cavity receives a portion of the 
flexible envelope (Figs. 2, 7, and 9). Jahng fails to disclose that the flexible envelope is 
a biocompatible fabric envelope and that the cavity has a tapered portion that has a 
widened zone proximal to an end receiving the cable and a narrow zone distal to the 
end receiving the cable such that the tapered portion receives the portion of the flexible 
envelope. Songer teaches an element having a rigid part (28) and a flexible part 
comprising a flexible cable (22) wherein the rigid part has a cavity (48) with a tapered 
portion (56) (Fig. 10). The tapered (56) cavity (48) has a widened zone proximal to the 
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end from which the cable (22) extends and a narrowed zone distal to the end from 
which the cable extends (Fig. 10). The taper (56) minimizes discrete stress points on 
the flexible cable (22) (para. 0027). Trieu et al. teach a flexible implant wherein the 
implant is made of a biocompatible fabric (para. 0035). It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify the rigid part 
of Jahng such that the cavity is tapered with a widened zone proximal to the end from 
which the cable extends (the end receiving the cable) and a narrowed zone distal to that 
end, as suggested by Songer, as such a tapered cavity minimizes discrete stress points 
on a flexible cable. It would have been obvious to one having ordinary skill in the art at 
the time the invention was for the envelope of Jahng to be made from a biocompatible 
fabric, as suggested by Trieu et al., since it has been held to be within the general skill 
of a worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Response to Arguments 

Applicant's arguments filed April 12, 201 1 have been fully considered but they 
are not persuasive. Applicant argues that in combining Songer with Jahng, one skilled 
in the art would strip a part of the cable of Jahng to allow the cable to flex in the tapered 
portion of the cavity, and as such, the combination of Jahng, Baumgartner, and Songer 
would fail to disclose, teach or suggest that the cavity is filled with a part of the flexible 
polymer envelope (page 6). The examiner respectfully disagrees. First of all, one 
combining Songer with Jahng would not necessarily strip a part of the Jahng cable. In 
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fact, it would be mucin simpler to merely change tlie size of one of tine elements (either 
the cable or the rigid part) in addition to modifying the cavity to provide the taper in order 
to allow the cable to flex in the tapered portion of the cavity. Furthermore, Applicant's 
claims do not recite that the cavity is filled with a part of the flexible polymer envelope. 
Instead, they merely recite that the tapered portion receives a portion of the envelope, 
which is satisfied by the combination of Jahng and Songer. If, however, the claims were 
to recite that the tapered portion of the cavity is filled with a portion of the flexible 
polymer envelope, Songer would no longer be applicable because Songer requires the 
cable to flex to minimize stress on the cable. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
IVIONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO IVIONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JULIANNA N. HARVEY whose telephone number is 
(571)270-3815. The examiner can normally be reached on Mon. - Fri., 8:00 a.m. - 4:30 
p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. N. H./ 

Examiner, Art Unit 3733 

/EDUARDO C. ROBERT/ 

Supervisory Patent Examiner, Art Unit 3733 



